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Fhis letter is written in reference to your firm’s narketing and distribution of SPV-30
Capsules, an herbal extract of the boxwood evergreen tree, which is offered as an antiretroviral
for the treatment of PHV/ATDS infections
SPV-30 s a diug {Section 201(g) of the Federal Food, Drug, and Cosmetic Act (the Act))
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study reports, news releases, and advertising bulletins about §PV-30 that you provide to youi
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The drug is misbranded {§502(a)] because its labeling is false and misleading since it
suggests that SPV-30 is safe and effective for its intended use even though this is not the case.
The drug is also misbranded [§ S02(0)(1)] because its labeling fails to bear adequate directions for

USC.

This letter is not intended to be an all-inclusive review of all labeling and products your
firm may market and distribute. [Cis your responsibility to ensure that all of your products are in
compliance with the requirements of the Act and its implementing regulations.

For your information, in 1994 the Dictary Supplements Health and Education Act
(DSHEA) was enacted. This Act, among its provisions, defined dictary supplements and dictary
ingredients, established a new framework for assuring safety; outlined guidelines for literature
displayed where supplements are sold; and provided tor the use of certain types of claims and
nuttitonal support statements These claims and statements, however, may not be made about
the use o a product to diagnose, prevent, mitigate, treat, or cure a specific disease. Products

mak g discase clatms are considered drugs, not dictary supplements.
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Y ou should take prompt action to correct these violations. Failure to promptly correct
these violations may result in enforcement action being initiated by the Food and Drug
Administration without further notice. The Act provides for the seizure of iliegal products and for
mjunction against the manufacturer and/or distributor ofitiegal products,

Please notify this office in writing within 15 working days of receipt of this letter as to the
specitic actions you have taken to correct the stated violations, including an explanation of each

......

[f corrective actions cannot be completed within 15 working days, state the reason for the delay
and the time within which the corrections will be implemented.

Your reply should be sent to Bruce A. Goldwitz, Compliance Officer, Food and Drug
Administration, 850 Third Avenue, Brooklyn, New York 11232,

Sincerely,

© g2 e
Diana Amador
Acting District Director
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